USE OF MEDICAL FOOD AND FOOD FOR SPECIAL DIETARY USES 

IN OLDER AMERICANS ACT NUTRITION PROGRAMS

Backgrounder

INTRODUCTION

Older Americans Act (OAA) Nutrition Programs have been evolving since they originated in 1972 to meet the changing needs of older American. The original purpose of the OAA was to address dietary inadequacy and social isolation among older individuals. While that holds true today, Aging Network programs and professionals are now being challenged to serve an increasing number of frailer functionally impaired older individuals within home and community based settings. 

Today, many community residing older adults are at increased nutritional risk or are malnourished due to chronic/acute diseases and conditions, functional impairments, physical, mental and/or oral problems. Their nutritional status may worsen due to rapid discharge from and frequent re-admissions to acute, sub-acute or long-term care facilities. As home and community-based long-term care services expand, State Units on Aging (SUAs), Area Agencies on Aging (AAAs), Tribes, and Nutrition Service Providers (NSPs) are adding a broader array of nutrition services beyond the typical one-meal-a-day.

This backgrounder provides information on

Roles that conventional food and meals, medical food and food for special dietary uses play in meeting the special nutrition needs of older adults today; and

Pertinent regulations and their funding impact on the provision of food and meals, medical food and food for special dietary uses in OAA Nutrition Programs.



Why is food important to the nutritional status and health of older individuals?

Food as the foundation of good nutritional status and health is reflected in the Dietary Guidelines for Americans and the Food Guide Pyramid. Food provides energy, fiber (bulk), many essential nutrients, including vitamins, minerals, certain amino acids and fatty acids, which cannot be made in the body and must be obtained from food. Food choices depend on history, culture, environment, as well as on energy and nutrient needs, reflecting the social, nurturing and physiologic roles food plays in maintaining or improving the nutritional status of older individuals.

There are many different and pleasurable ways to combine foods to make healthful meals and diets. Eating is one of life’s greatest pleasures, with family, friends, and beliefs playing major roles in the ways people select foods and meals. Many older adults use current information and follow a wellness-oriented lifestyle, choosing healthy foods, balanced meals and appropriate exercise. Some continue to follow familiar foodways regardless of health implications. Others have chronic medical conditions, weight changes, chewing and swallowing problems, functional impairments, physical and/or mental problems that severely alter nutritional requirements and place them at increased risk of malnutrition. Additionally, the aging process alters the ability to taste, slows nutrient absorption, causes gastrointestinal problems, and decreases energy needs.

Poor nutritional status results from shortage of food, dietary deficiency, dehydration, undernutrition, nutrient imbalances, and excesses. Poor nutritional status is also caused by inappropriate dietary intakes for certain medical conditions that have nutritional treatments. Poor nutritional status is more common among minorities and those with low socioeconomic status.

Health professionals agree that good nutritional status helps keep people healthy and speeds recovery from illness or injury. People with good nutritional status have shorter hospital stays and fewer and less costly complications. Good nutritional status promotes vitality and independence, allowing older adults to “age in place,” and avoid premature and costly nursing home placement.



Why are Nutrition Programs such an important part of the OAA?

OAA Nutrition Programs, previously referred to as the Elderly Nutrition Program, are an integral part of the nation’s home and community based long-term care system. In addition to providing nutritious meals, nutrition projects provide a variety of nutrition-related services, including nutrition education (in about 88% of projects), nutrition screening (about 57%), and nutrition counseling (about 50%). Both congregate and home delivered participants have more opportunities for socialization than those not participating in the OAA Nutrition Program. More than twice as many older adults receiving meals live alone, compared with the overall elderly population.

Today there is a significant unmet need for home delivered meals because of the growing numbers of older, frailer, more functionally impaired individuals. At least 41% of OAA Nutrition Programs have waiting lists for home-delivered meals. The OAA Nutrition Program plays a very important role in participants’ overall dietary intakes. Congregate and home delivered meals provide approximately 40-50% of daily intakes of most nutrients to participants, the vast majority of whom (80-90%) have incomes below 200% of the USDHHS poverty level. These nutritious meals help maintain or improve an elder’s nutritional status with OAA Nutrition Program meals supplying well over 33% of the Recommended Dietary Allowances. The meals are “nutrient dense” — they provide a high ratio of key nutrients to calories. Nutrition education sessions provide general information on food-related topics, such as food safety, Dietary Guidelines and the Food Guide Pyramid, current nutrition controversies, etc. 

Two-thirds to 88% of program participants are at moderate to high nutritional risk and programs are finding serious nutrition-related problems, especially among the homebound. Almost two-thirds have weights outside of the healthy range and 18% to 32% have gained or lost 10 pounds without wanting to within the previous six months. Many older adults have between two and three diagnosed chronic health conditions; 26% of congregate and 43% of home delivered participants had a hospital or nursing home stay in the prior year. Older adults are being discharged earlier from these acute and long term care facilities with expectations that meals and additional services, such as follow-up care, will be provided in the home and community. Many need the continuum of nutrition services, in addition to the typical meal-a-day. 



How do you meet the special needs of nutritionally at risk or malnourished older adults?

Medical nutrition therapy (MNT) is usually required to meet the special needs of such individuals. MNT, a multi-step process, begins with assessment of the nutritional status of the individual with a condition, illness, or injury that puts them at nutritional risk. MNT is often an important component of the clinical management of chronic diseases, such as heart, lung, kidney diseases, stroke, diabetes, and some types of cancer. MNT is also used in the treatment of acute conditions, such as fractures, pre/post surgery, burns and other traumas. MNT also addresses the multitude of factors influencing one’s nutritional status, from chewing and swallowing problems, appetite changes, gastrointestinal problems such as nausea, vomiting, diarrhea and constipation, food procurement problems of mobility and limited finances.

Once significant nutrition problems are identified, a care plan is then developed that includes provision of appropriate type(s) of nutrition services including diet modification, counseling and/or nutrition interventions/treatments using special products. While medical nutrition therapy involves the expertise of a registered/licensed dietitian, the care plan is often a multidisciplinary effort because of the multi-factorial nature of malnutrition problem.



What types of nutrition intervention/treatment are involved in medical nutrition therapy and when are they appropriate to use?

The first type of nutrition intervention/treatment is the alteration of usual food intake by modification of nutrient content and density. Recommended actions may include increasing the times a day the person eats or incorporating high-nutrient foods into the diet. Using conventional foods to increase or decrease calories, protein, carbohydrate, fat and fiber is emphasized because older individuals need the bulk that food provides and they benefit from the “satiety” value of food, that is, the feeling of “fullness” that food provides. This first type is appropriate for individuals who can easily consume conventional foods and beverages and are not severely undernourished. Depending upon the individual situation, adding more fats, oils, sugar, meats, and condiments, including salt, may be entirely appropriate, in, for example, an effort to increase kilocalories and promote weight gain.

Texture modification, that is, changing the consistency of food by chopping, pureeing, thickening, blending, may be appropriate for some physical, oral and mental problems. Depending upon the individual situation, mincing, braising, or otherwise softening hard to chew foods, such as meats, poultry, etc., is often the first course of action as it allows the elder to enjoyment of the full flavor and mouth feel of real food. Texture modification of conventional foods is often an early consideration when dysphagia (chewing or swallowing problems) is present. 

Oral health problems, more prevalent among older adults, that affect chewing and swallowing and alter the type and quantity of food that can be eaten include loss of teeth, ill-fitting dentures, gingivitis (gum inflammation), changes in salivary function and sense of taste, untreated root and crown caries, periodontitis (progressive bone loss with gum recession), temporomandibular joint (TMJ) disorders (causes severe pain especially when chewing), xerostomia (dry mouth), mucositis (swollen areas in mouth), alveolar (tooth socket area) bone loss, candidiasis (thrush—mouth rash) and angular cheilitis (painful cracks in lips, usually at corners). 

Mental health problems, such as dementia, depression, Alzheimer’s disease, anxiety disorders, alcohol abuse, anorexia (loss of appetite), and schizophrenia, interfere with dietary quality and quantity and therefore may need MNT. Medication side effects influence appetite and mental functioning. Again, modifying or enhancing the nutrient content, density and/or texture of conventional foods is the first approach recommended in a nutrition care plan. 

Nutrition counseling provides individualized dietary guidance for those with special needs. Nutrition counseling requires registered/licensed dietitians to use their unique knowledge of food (e.g., food science, meal preparation, menu planning), nutrition (e.g., physiology, biochemistry) and disease states. Nutrition counseling takes into consideration the individual’s cultural, socioeconomic, health, functional and psychological status. While in-depth nutrition counseling is usually provided by a dietitian, responsibility for follow-up is often shared by other health and social service professionals. 

Once the nutrition care plan is developed, it is periodically re-evaluated by the dietitian or other professional, in conjunction with the individual and caregiver, to ascertain whether, for example, incorporation of nutrient dense foods and/or texture modifications is effective. 

At times, regular foods and beverages, even those modified in nutrient density or texture, may not be enough. It is then appropriate to consider medical food and food for special dietary uses. These specialized nutrition interventions/treatments may be administered by oral (mouth) and non-oral (nasogastrically, enterally (gut)) routes. Medical food and food for special dietary uses administered parenterally (by vein) are classified as drugs and may be required for some critically ill older adults for at least a time in their recovery. Candidates for parenteral nutrition are those who cannot meet their nutritional goals by the oral or tube-feeding routes.



What are medical food and food for special dietary uses?

Often known by a variety of names, such as nutrition supplements, “liquid meals,” oral supplements, the most appropriate statutory terms are medical food and food for special dietary uses as defined below.

Public Law 100-290, The Orphan Drug Amendment of 1988, April 18, 1988, defines medical food as 

Food which is formulated to be consumed or administered enterally under supervision of a physician and which is intended for the specific dietary management of a disease or condition for which distinctive nutritional requirements, based on recognized scientific principles, are established by medical evaluation.

According to Section 201 of the Federal Food, Drug, and Cosmetic Act, the term food for special dietary uses, 

As applied to food for man, means particular (as distinguished from general) uses of food, as follows: (i) uses for supplying particular dietary needs which exist by reason of a physical, physiological, pathological or other condition, including but not limited to the conditions of diseases, convalescence, … underweight and overweight; (ii) uses for supplying particular dietary needs which exist by reason of age, …; (iii) uses for supplementing or fortifying the ordinary or usual diet with any vitamin, mineral or other dietary property.

It is interesting to note that the very same product, depending where it is used (and how it is labeled), may at times qualify as a medical food, for example in an institutional setting, and at other times, if purchased at retail, does not qualify as a medical food. “Non-medical” foods sold at retail always have the mandatory “Nutrition Facts” label.



How do food for special dietary uses differ from vitamin or dietary supplements?

Food for special dietary uses usually provides macronutrients (protein, carbohydrates, fat, calories, fiber), as well as vitamins and minerals. Vitamin and mineral supplements in pill form, one category of “dietary supplements,” do not usually contain macronutrients. A dietary supplement is defined in section 201(21 USC 321) as

a product (other than tobacco) intended to supplement the diet that bears or contains one or more of the following ingredients: (A) a vitamin; (B) a mineral; (C) an herb or other botanical; (D) an amino acid; (E) a dietary substance for use by man to supplement the diet by increasing the total dietary intake; or (F) a concentrate, metabolic, constituent, extract, or combination of any ingredient described in clause (A), (B), (C), (D), or (E).



Why not use vitamin and mineral supplements?

Sometimes vitamin and mineral supplements are needed to meet an individual’s specific nutrient requirements. For example, older people with little exposure to sunlight may need a vitamin D supplement. Some older individuals may be taking vitamin and/or mineral supplements as part of a medically managed therapeutic plan where problems associated with megadose toxicity, interactions with prescription drugs, and interference with nutrient absorption from foods can be monitored. Dietary supplements of vitamins and minerals do not provide macronutrients (protein, carbohydrate, fat, calories), nor do they usually contain the more than 40 nutrients needed daily and the hundreds of additional substances found in plant and animal foods that are important to health. Generally, the use of supplements cannot substitute for proper food choices.



When is it appropriate to use medical food and food for special dietary uses?

Medical food and food for special dietary uses are appropriate for some older individuals who are malnourished, at risk of malnutrition or with disease-related special nutritional needs. They may be appropriate for a short time or longer. Medical food and food for special dietary uses may be indicated for older individuals who because of anatomical, physiological or mental problems cannot meet their nutritional needs by eating a nutritionally balanced diet of solid or textured modified foods or for those who have increased or altered metabolic needs due to illness, surgery or other special conditions. Some conditions where medical food and food for special dietary uses may be appropriate are: involuntary significant weight loss, chewing and swallowing problems (clear diagnosis of dysphagia, with supplement selection by physician, dietitian, or other qualified health professional), recent surgery or illness, nutrition repletion prior to or post surgery, cancer and cancer treatments, dementia and appetite problems resulting in decreased interest in foods, and diminished ability to obtain and/or prepare food.



How is the decision made to use medical food and food for special dietary uses?

Medical food and food for special dietary uses should be chosen in consultation with a registered/licensed dietitian, physician or other qualified health professional and client/care giver. Because of the array of medical food and food for special dietary uses available, consideration of their composition in relation to the individual’s fluid, macronutrient (protein, carbohydrate, fat, calorie), fiber and vitamin/mineral requirements and/or restrictions is essential. Its contribution to the day’s nutrient intake from food should be carefully calculated and incorporated into the overall nutrition care plan. 

The decision to use medical food and food for special dietary uses should come after a comprehensive, interdisciplinary evaluation that includes client/caregiver input and an in-depth nutritional assessment justifying the medical food as the appropriate choice. An in-depth nutrition assessment includes determination of individual kilocalorie, macronutrient (protein, carbohydrate, fat), fiber and micronutrient requirements, as well as psychosocial, anthropometric, clinical, biochemical, functional and economic factors. An oral evaluation, including the ability to chew, swallow, digest foodstuffs, is very important. It is intended only for a patient receiving active and ongoing medical supervision including the instruction on the use of the medical food.

Every effort should be made to continue to provide nutrients via culturally acceptable food, texture modified if necessary before making the decision to use to medical food and food for special dietary uses as replacements for all or part of meals. When oral intake of conventional food is no longer adequate in quantity or quality or not possible because of dementia, chewing, swallowing, or other gastrointestinal impediments, consideration of liquid nourishment becomes appropriate. Such “liquid meals” may replace part of a meal, the meal itself, or the day’s complete nutriture. An interdisciplinary nutrition care plan, along with careful follow-up, is then necessary to prevent inadvertent compromising of an individual’s nutritional status.

When oral intake is documented to be no longer adequate, infusion therapy may be indicated. This decision to use infusion therapy and change or augment the route of administration—from oral to special tube to intravenous—made by a multidisciplinary infusion therapy team that initiates, monitors and discontinues such treatments. The infusion therapy stage is generally beyond the capability of many OAA Nutrition Programs. Meal services for those older adults may be temporarily discontinued.

When infusion therapy has achieved its purpose and is no longer appropriate, older adults are usually referred back to OAA Nutrition Programs for home delivered meals and other services. In these cases, nutritional status is best maintained when there is continuity of care planning and sharing between the Nutrition Program dietitian/nutritionist and the referring agency. A revised nutrition assessment and plan is then implemented.



How do you choose the appropriate product?

Appropriate product selection is a separate issue from the use of medical food and food for special dietary uses and is inherent in the decision making process. Appropriate products are selected with the following considerations:

Compatibility with nutrient needs (high nitrogen, modified fiber, lactose free, etc.);

Suitability with disease conditions, medications, etc.;

Likely duration of product use;

Suitable product “form” (liquid, pudding, bar, thickened liquid, etc.);

Food safety and contamination factors; and 

Cost and availability.



What follow-up is needed and what outcomes can be expected when medical food and food for special dietary uses are used?

	Because elder malnutrition is multi-factorial, a comprehensive approach to its resolution is essential. The dietitian, client/caregiver and multidisciplinary team assess and then develop a care plan that includes realistic expectations. Outcomes may be short and/or long term, such as improved intake of certain or all nutrients, improvement or maintenance of weight, nutritional and/or functional status, ambulation, increased strength, improved balance, better appetite, etc. 

A frequently encountered issue is whether or not the individual is consuming the medical food or food for special dietary uses as recommended. Some individuals may not consume all or the recommended amount of the supplement (because of feeling full, taste fatigue, etc.) and others inappropriately use the medical food or food for special dietary uses as a substitute for conventional foods. Given the cost implications and inappropriateness of care, periodic re-evaluations, including compliance with the plan, are key to comprehensive care management.



What is the relationship between meals and medical food and food for special dietary uses as defined by the OAA?

	Sec. 331(1) of the OAA addresses the provision of “at least one hot or other appropriate meal per day” at congregate sites. Sec. 336 addresses the provision of “at least one home delivered hot, frozen, dried, canned, or supplemental foods (with a satisfactory storage life) meal per day” for individual receiving home-delivered meals. In addition the OAA provides nutritional criteria for the content of a meal as follows:

A State that establishes and operates a nutrition project under this part shall ensure that the meals provided through the project—

comply with the Dietary Guidelines for Americans, published by the Secretary of Health and Human Services and the Secretary of Agriculture; and

provide to each participating older individual—

a minimum of 33 1/3 percent of the daily recommended dietary allowances as established by the Food and Nutrition Board of the National Research Council of the National Academy of Sciences, if the project provides 1 meal per day;

a minimum of 66 2/3 percent of the allowances if the project provides 2 meals per day; and

100 percent of the allowances if the project provides 3 meals per day.

A meal may be defined as a planned event in a day at which a variety of prepared foods are provided to a person. Previously issued guidance form the United States Department of Agriculture (USDA) has indicated that in order for a meal to be reimbursable, that meal needs to comply with the nutrition criteria specified in the OAA. In addition, this USDA guidance indicated that snacks, partial meals, second helpings and second meals provided at the same service, etc. are not considered reimbursable from USDA as another meal.

These definitions do not address all problems associated with elder malnutrition or nutrient needs of increasingly compromised older adults living in the community. As discussed previously, there are times when medical food and food for special dietary uses are appropriate. Medical food and food for special dietary uses can be considered as a total meal replacement or part of a meal as long as the provision of these meets the requirements of the OAA and AoA policy. 



How are medical food and food for special dietary uses funded?

	The OAA, current regulations governing the Act, and the AoA have not previously addressed the provision and funding of medical food and food for special dietary uses. Because no consistent guidance has been provided, States, Tribes, Area Agencies on Aging, Nutrition Service Providers, and other components of home and community-based care have developed diverse approaches to meet this nutrition intervention need. 

To respond to local needs, many nutrition projects have developed various funding mechanisms for medical food and food for special dietary uses, such as charging clients directly, using contributions and private payers. When the need for medical food and food for special dietary uses has been emphasized, fund raising efforts have been successful. No systematic study of funding mechanism exists. 

Medicare, Medicaid, Medicaid Waiver funding, where available, may be appropriate funding mechanisms for several reasons. Although Medicaid Waiver program entitlements vary from state to state, some states, such as Florida, fund medical food and food for special dietary uses under their Medicaid Waiver programs. To meet the needs of their programs, some State Units on Aging have developed policies, procedures, or other guidance (see A Compilation of State Policies on Provision of Medical Food and Food for Special Dietary Uses in Older Americans Nutrition Programs). 

Too often, liquid meal replacements have been chosen as the first tactic when a client’s intake is problematic. Many Medicaid Waivers include an comprehensive home and community based assessment and review process that provides greater assurance that, if needed, the specific product is selected with the individual needs of the client in mind. This process often facilitates transition planning back to the more preferable and less costly, conventional foods.



Doesn’t the introduction of medical nutrition therapy and medical foods and food for special dietary uses alter the supportive service mission of home and community based care? In other words, doesn’t it “medicalize” the services?

The needs of older individuals are changing. SUAs and AAAs are expanding the array and intensity of medically related in-home and community services to help frailer home-bound older adults maintain independence, quality of life, and delay nursing home placement. The dramatic change in nutrition problems of this population redirects the original OAA Nutrition Program emphasis from meals, food service, and hospitality to nutrition as a therapeutic modality. 

The supportive nature of home and community based care provides opportunities for programs to expand and provide individualized medical nutrition therapy and medical foods and food for special dietary uses to older adults in their homes. For example, many nursing home appropriate older adults receive OAA Nutrition Program meals to help maintain nutritional status. Further, many individuals receive home delivered meals upon discharge from a hospital to help meet nutritional needs until they regain strength and mobility. 



How can programs not offering the full array of services provide medical nutrition therapy and medical food and food for special dietary uses?

The upsurge in numbers of frail older adults needing medical nutrition therapy requires that it be provided. In the past, this “high-tech” therapy was normally provided in hospitals or long term care facilities. Elders discharged “sicker and quicker” to long term/sub-acute care facilities or directly to home means that more medical nutrition therapies are being delivered in the home or community. 

Many SUAs and AAAs have RDs on staff to provide service or consultation to OAA Nutrition Programs who currently have no staff or consultant RD. Many Nutrition Programs contract with consulting RDs or make arrangements with RDs at local hospitals, clinics, and other facilities. Through collaborations with various community partners, Nutrition Programs are expanding their service outreach. Nutrition Program nutritionists/dietitians on interdisciplinary teams provide direct care through nutrition screening, assessment and therapies as needed to address malnutrition. As the population becomes frailer, many Nutrition Programs are employing full-time dietitians/nutritionists rather than consultants and make identification of clients needing this therapy a high priority. This allows programs to expand needed nutrition services beyond the congregate or home delivered meal. 



What is the Administration on Aging Policy Instruction regarding medical food and food for special dietary uses?

POLICY INSTRUCTION

Subpart 132.11 of the current OAA regulations state that:

The State agency on aging shall develop policies governing all aspects of programs operated under this part…These policies shall be developed in consultation with other appropriate parties in the State …

A Tribe is likewise expected to develop policies governing program operations.

A State or Tribe may choose to allow the provision of medical food and food for special uses and to use OAA and USDA funds if the SUA or Tribal policy complies with 

Statutory terminology for medical food and food for special uses; 

Appropriate Use Guidelines (stated below) for substitution for a meal component(s) and/or replacement of a conventional meal; and

Federal, State, Tribal, and local laws, regulations, policies and guidelines.



Appropriate Use Guidelines:

AoA would allow funding and USDA would reimburse on a per meal basis for medical food and/or food for special uses when:

Criteria for the allowable medical food or foods for special dietary use are met;

There is a recommendation by an appropriate health professional such as a physician or registered/licensed dietitian as part of an overall medical nutrition therapy plan for the individual and the plan is periodically re-evaluated and updated;

The individual is provided with a minimum of 33 1/3 percent of the Recommended Dietary Allowances established by the Food and Nutrition Board of the National Research Council of the National Academy of Sciences, except in cases where the individual’s specific medical nutrition therapy plan dictates otherwise; and

If the medical food and/or food for special uses is/are used as a:

Substitution for part of the conventional meal components, the combination of the medical food or foods for special dietary use and conventional foods must meet the above criteria; or

Replacement of a conventional meal, they must meet the above criteria and consumption of a conventional meal, even with modifications, had been considered but is contraindicated.

When a medical food and/or food for special uses are provided in addition to a conventional meal, AoA and USDA view the meal and medical food or food for special uses together as constituting a single meal and would not reimburse separately. 





















The National Policy & Resource Center on Nutrition & Aging was established in 1995 under the US Administration on Aging Nutrition/Malnutrition Initiative to reduce malnutrition and food insecurity among older Americans. The Center works with the AoA to provide national leadership in Aging and Nutrition Networks by placing food and nutrition services in the mainstream of home and community based social, health and long-term care delivery systems serving older adults. The Center helps develop policies, collects and disseminates information and trains nutrition and aging providers. Contact the Center via phone 305-348-1517, fax 305-348-1518, e-mail nutritionandaging@fiu.edu or www.fiu.edu/~nutreldr.
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